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reagent preparation

Purpose

This procedure defines the responsibilities and processes involved in the preparation and use of reagents in the clean rooms. 

Responsibilities

Production Manager is responsible for ensuring all reagents are prepared and tested in accordance with this procedure.

Quality Manager is responsible for authorising release of reagents following sterility testing.
(Insert manufacturer name) manufacturing personnel are responsible for:

· aseptic manufacture of reagents

· ensuring supply of reagent stock
· ensuring required testing is conducted.
Procedure

ASEPTIC TECHNIQUE MUST BE USED AT ALL TIMES

1. Reagent Preparation

· Prepare reagents in accordance with the relevant method.  
· Record preparation details on the appropriate reagent form. 

2. Sterile Filtering

Reagents prepared from non-sterile starting materials are sterilised by filtration using a 0.2(m filter. 

· For small volumes (<10mL), solutions are filtered using the Acrodisc syringe filter.

· For larger volumes use Millipore Stericup Filtration Unit PVDF. 

· Sterility of all reagents prepared from non-sterile starting materials is to be confirmed by sterility testing.

3. Dispensing Reagents

· Reagents may be aliquotted into smaller volumes and stored.

· Dispensing is performed aseptically in the cleanroom and recorded on the appropriate reagent form.

· Aliquots are labelled according to the labelling instructions below.
· Sterility of all manufacturing reagents dispensed is confirmed by sterility testing. 

4. Storage

· Reagents are stored in accordance with the manufacturer’s recommendations.

· Room temperature storage is defined as storage between 14 – 25oC.

5.
Reagent Use

· A single container of a reagent may be allocated to a specific product and used up to one month post first access.
5. Expiry Date

· The manufacturer’s expiry date is retained for:

· Sterile reagents dispensed into aliquots.
· Foetal bovine serum that has been heat inactivated in accordance with the manufacturer’s instruction and refrozen (double seal intact).
· Non-sterile reagents that have been sterile filtered and sterility confirmed by testing.

· For reagents that have been reconstituted according to the manufacture’s instructions and dispensed into aliquots, expiry is assigned according to the manufacturer’s instructions for the relevant storage conditions.
· For reagents prepared from more than one component, expiry is the shortest expiry of any individual component.

6. Labelling

· Reagent labels are prepared using the label printer. 

· Information required on the label is stated on each reagent form and includes the reagent name, concentration and volume (where appropriate), laboratory batch number, expiry date and storage conditions. 

· A copy of the label is attached to the reagent form.
7. Sterility Testing
· Sterility testing is performed on all reagents prepared from non-sterile starting materials and on dispensed sterile reagents by a TGA licensed testing facility ((Insert microbial testing facility name)). At least 10% of the prepared reagent is sent for testing with a Sterility Test Request Form.
· Sterility testing is performed on one vial from each batch of commercially supplied DMSO.

· Sterility testing may be performed on other reagents, at the direction of management.

8. Reagent Quarantine and Release

· Reagents awaiting sterility testing results are quarantined from use and labelled with a pink “HOLD” sticker.

· Once the sterility test results are received, the original test report is attached to the reagent form. 

· The Quality and Production Manager reviews the sterility test results and releases reagents that have passed by signing the Release Approval on the reagent form. 

· Personnel may then remove the pink “HOLD” sticker to expose the yellow “RELEASED” sticker and record the release (signature and date) on the reagent form. 

· Reagents that have failed sterility testing and/or are rejected by the Quality Manager are discarded. Discard date is recorded on the reagent form. 

· Reagents which must be used before the sterility test results are available can be exceptionally released from reagent quarantine by the Production and Quality Manager. Once available, the sterility test results must be reviewed by the production manager and the review recorded on the reagent form e.g. Citric Acid.
FORMS

Reagent forms in this manual

Sterility Test Request Form FORM23
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